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Box No. j Basis of the report 



1 



KXU&lKS^XttfS? on ,he interna,,onal applica,ion in me ■»■«»■• m * ras 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and/or 55.3) 

With regard to the elements* of the international application, this report is based on (replacement sheets which 



Description, Pages 
1-8 

Claims, Numbers 
1-11 

Drawings, Sheets 



as originally filed 



as originally filed 



as originally filed 



□ a sequence listing and/br any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4 " hL I^hLTn°iSf of®" %f ab l S h6d u as lf < sor ™ of > the amendments annexed to this report and listed below 
sS£^^ been C ° nSldered to *> beyond the disclosure as fileS, as indicated InZ 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded. « 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be mdustnally applicable have not been examined in respect of: n 

□ the entire international application, 
IEI claims Nos. 1 1 

because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos are so unclear 
that no meaningful opinion could be formed (specify): unclear 

D couldbe formed " C ' aimS N ° S " ^ S ° inadequate| y su PP°rted by the description that no meaningful opinion 
H no international search report has been established for the said claims Nos. 1 1 

D ft/SSE^ listin9 does not comply with the standard p rovided for in A — 

the written form □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

D lift oom^ andybr . amino . acid sequence listing, if in computer readable form only, do 

not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions! 

□ See separate sheet for further details 
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2£^hmiw.%E^ statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 'naustnai 

1. Statement " 



Novelty (N) 


Yes: 


Claims 


5,10 




No: 


Claims 


1-4,6-9 


Inventive step (IS) 


Yes: 


Claims 


10 




No: 


Claims 


1-9 


Industrial applicability (IA) 


Yes: 


Claims 


1-10 




No: 


Claims 





2. Citations and explanations (Rule 70.7): 
see separate sheet 



Box No, VII Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 



Box No. VIII Certain observations on the international application " 

see separate sheet 
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Re Item V. 



1 . The following documents are referred to in this communication: 

D1 : US 2002/048552 A1 (GARRILL KARL ANDREW ET AL) 25 April 2002 
(2002-04-25) 

D2 : WO 03/055547 A (GLAXO GROUP LTD ; TAYLOR ANTHONY JAMES 

(GB)) 10 July 2003 (2003-07-10) 
D3 : WO 01/00262 A (CAMBRIDGE CONSULTANTS ; EASON STEPHEN 

WILLIAM (GB); HARMER QUENTIN JOH) 4 January 2001 (2001-01-04) 



2. INDEPENDENT CLAIM 1 

1 . The present application does not meet the criteria of Article 33(1 ) PCT, 
because the subject-matter of claim 1 is not new in the sense of Article 33(2) 
PCT. 

Document D1 discloses (the references in parenthesis applying to this document):- 
A process for the preparation of a dry powder inhaler (34) which comprises 
exposing, during manufacture, a dry powder inhaler (34) optionally filed with a 
powder formulation, or one or more components thereof, to a gas at low pressure. 

2. Also document D3 discloses all the features of claim 1 . 



3. DEPENDENT CLAIMS 2-9 

Dependent claims 2-9 do not contain any features which, in combination with the 
features of any claim to which they refer, meet the requirements of the PCT in 
respect of novelty and/or inventive step (Article 33(2) and (3) PCT). 

1 . In particular: 

- the features of claims 2-4, 6-9 are disclosed in combination with the features of 
claim 1 in D1 . Therefore, the subject matter of claims 2-4, 6-9 is not new. 

- the features of claim 5 are disclosed for the same purpose as in the present 
application in document D2. Therefore, the subject matter of claim 5 does not 
involve an inventive step. 
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4. INDEPENDENT CLAIM 10 

1 . Document D1 , which is considered to represent the most relevant state of 

the art, discloses (the references in parenthesis applying to this document): 
A process comprising: 

- placing one or more inhaler (34) components, or a complete inhaler optionally 
filed with a powder formulation in a chamber (22), 

- reducing the pressure of gas in the chamber (22), 

- returning the pressure to atmospheric pressure. 

From this, the subject-matter of independent claim 10 differs in that: 
the process is for reducing electrostatic charges. 

1 . The subject-matter of claim 10 is therefore novel (Article 33(2) PCT) 
The problem to be solved by the present invention may be regarded as: 

to give high performance characteristics of the inhaler, i.e. dose uniformity. 

2. The solution to this problem proposed in claim 1 0 of the present 
application is considered as involving an inventive step (Article 33(3) 
PCT) for the following reasons: 

To decompress a chamber in order to reduce electrostatic charges from an 
inhaler has not been addressed in the prior art. 



The process described in claims 1 and 10 is industrially applicable, and therefore 
the requirements of Article 33(4) PCT are met. 

1 . Dependent claims 2-9 are preferred embodiments of claim 1 . In view of that, 
claims 2 to 1 0 meet the requirements of Article 33(4) PCT as well. 



Re Item VII. 

6. Independent claims 1 and 10 are not in the two-part form in accordance with Rule 
6.3(b) PCT, which in the present case would be appropriate, with those features 
known in combination from the prior art (document D1) being placed in the 
preamble (Rule 6.3(b)(1) PCT) and with the remaining features being included in 
the characterising part (Rule 6.3(b)(ii) PCT). 
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7. The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 



8. Contrary to the requirements of Rule 5. 1 (a)(ii) PCT, the relevant background art 
disclosed in the document D1 is not mentioned in the description, nor is this 
document identified therein. 



Re Item VIII. 

9. Although claims 1 and 1 0 have been drafted as separate independent claims, they 
appear to relate effectively to the same subject-matter and to differ from each 
other only with regard to the definition of the subject-matter for which protection is 
sought and/or in respect of the terminology used for the features of that subject- 
matter. The aforementioned claims therefore lack conciseness and as such do not 
meet the requirements of Article 6 PCT. 



0. It is clear from the description on page 2, lines 1 7-20, 28-30, that the following 
features are essential to the definition of the invention: 

(1) plastic details 

(2) for removing an electrostatic charge 

Since independent claim 1 does not contain these features ((1) and (2)), and since 
claim 10 does not contain the feature (1), claims 1 and 10 do not meet the 
requirement following from Article 6 PCT taken in combination with Rule 6.3(b) 
PCT that any independent claim must contain all the technical features essential 
to the definition of the invention. 
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